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processed each drug listed. All distribu-
tors who submit drug listing informa-
tion to FDA assume full responsibility
for compliance with all of the require-
ments of this part. Each such dis-
tributor at the time of submitting or
updating drug listing information as
required under §207.30 shall certify to
the registered establishment that the
submission has been made by providing
a signed copy of Form FDA-2656 (Reg-
istration of Drug Establishment) to the
registered establishment that manu-
factures or processes the drug. Each
such distributor shall submit the origi-
nal of Form FDA-2656 showing this cer-
tification to FDA, and shall accompany
the certification with a list showing
the National Drug Code number that
the distributor has assigned to each
drug product. If a distributor does not
elect to submit drug listing informa-
tion directly to FDA and to obtain a
Labeler Code, the registered establish-
ment shall submit the drug listing in-
formation. Distributors or registered
establishments shall use Form FDA-
2658 (Registered Establishments’ Re-
port of Private Label Distributors) to
submit drug listing information or to
request a Labeler Code, or both.

(c) Before beginning manufacture or
processing of a drug subject to one of
the following applications, an owner or
operator of an establishment is re-
quired to register before the agency ap-
proves it: A new drug application, an
abbreviated new drug application, a
new animal drug application, an abbre-
viated new animal drug application, a
medicated feed mill license applica-
tion, or a biologics license application.

(d) No registration fee is required.

(e) Registration and listing do not
constitute an admission, or agreement,
or determination that a product is a
drug as defined in section 201(g) of the
act.

(f) Owners and operators of establish-
ments or persons engaged in the recov-
ery, screening, testing, processing,
storage, or distribution of human cells,
tissues, and cellular and tissue-based
products, as defined in §1271.3(d) of this
chapter, that are regulated under sec-
tion 351 of the Public Health Service
Act and/or the Federal Food, Drug, and
Cosmetic Act must register and list
those human cells, tissues, and cellular

21 CFR Ch. | (4-1-07 Edition)

and tissue-based products with the
Center for Biologics Evaluation and
Research on Form FDA 3356 following
the procedures set out in subpart B of
part 1271 of this chapter, instead of the
procedures for registration and listing
contained in this part, except that the
additional listing information require-
ments in §207.31 remain applicable.

[45 FR 38043, June 6, 1980, as amended at 45
FR 32293, May 16, 1980; 52 FR 2682, Jan. 26,
1987; 55 FR 11576, Mar. 29, 1990; 64 FR 400, Jan.
5, 1999; 64 FR 56448, Oct. 20, 1999; 64 FR 63203,
Nov. 19, 1999; 66 FR 5466, Jan. 19, 2001; 66 FR
59157, Nov. 27, 2001; 66 FR 5447, Jan. 19, 2001]

§207.21 Times for registration and
drug listing.

(a) The owner or operator of an es-
tablishment entering into the manu-
facture or processing of a drug or drugs
shall register the establishment within
5 days after the beginning of the oper-
ation and shall submit a list of every
drug in commercial distribution at
that time. If the owner or operator of
the establishment has not previously
entered into such an operation, the
owner or operator shall register within
5 days after submitting a new drug ap-
plication, abbreviated new drug appli-
cation, new animal drug application,
abbreviated new animal drug applica-
tion, medicated feed mill license appli-
cation, or a biologics license applica-
tion. Owners or operators shall renew
their registration information annu-
ally.

The schedule is as follows:

First letter of company name Dﬁ:ilﬁgfmg'll
AorB. January
C,D,orE February
F,G,orH March
ILJ,K L. orM April
N,O,P,Q,orR .. May
SorT . June
U V,W, X, Y, orZ July

(b) Owners and operators of all reg-
istered establishments shall update
their drug listing information every
June and December.

[45 FR 38043, June 6, 1980, as amended at 55
FR 11576, Mar. 29, 1990; 64 FR 400, Jan. 5, 1999;
64 FR 56448, Oct. 20, 1999; 64 FR 63203, Nov. 19,
1999; 66 FR 59157, Nov. 27, 2001]
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